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caught just 25.1 million salmon. Under
State management we caught 218 mil-
lion salmon in 1995.

Federal control would again be a dis-
aster for the resources and those that
depend on it.
f

UNANIMOUS CONSENT AGREE-
MENT—CONFERENCE REPORT TO
ACCOMPANY H.R. 4059

Mr. JEFFORDS. Mr. President, I ask
unanimous consent that immediately
following the vote on the conference
report to accompany H.R. 629, the
Texas compact, previously ordered to
occur when the Senate reconvenes fol-
lowing the August recess, the Senate
turn to consideration of the conference
report to accompany H.R. 4059, the
military construction appropriations
bill.

I further ask unanimous consent that
the conference report be considered as
having been read; further, the Senate
immediately proceed to a vote on the
adoption of the conference report with-
out any intervening action or debate.

The PRESIDING OFFICER. Without
objection, it is so ordered.
f

BIOMATERIALS ACCESS
ASSURANCE ACT OF 1997

Mr. JEFFORDS. Mr. President, I ask
unanimous consent that the Senate
proceed to the immediate consider-
ation of H.R. 872, which is at the desk.

The PRESIDING OFFICER. The
clerk will report.

The legislative clerk read as follows:
A bill (H.R. 872) to establish rules govern-

ing product liability actions against raw ma-
terials and bulk component suppliers to
medical device manufacturers, and for other
purposes.

The PRESIDING OFFICER. Is there
objection to the immediate consider-
ation of the bill?

There being no objection, the Senate
proceeded to consider the bill.

Mr. MCCAIN. Mr. President, the ef-
fort to pass legislation dealing with
biomaterials has been a long fight. I
want to thank Senator LIEBERMAN, and
Congressman GEKAS for their extraor-
dinary leadership and hard work on the
issue. It has been a great privilege and
honor working with them over the past
several years to gain passage of this
vital legislation.

I want to stress to my colleagues the
importance of passing the Biomaterial
Access Assurance Act. Over seven mil-
lion lives depend upon an ample and re-
liable supply of medical devices and
implants, such as pace makers and
brain shunts.

Unfortunately, the supply of these
life-saving products is in serious dan-
ger. Those who provide the raw mate-
rials from which medical implants are
fashioned have been dragged into cost-
ly litigation over claims of damage
from the finished product. This is the
case even though such suppliers are not
involved in the design, manufacture or
sale of the implant. Many suppliers are

unwilling to expose themselves to this
enormous and undue risk. This bill will
extend appropriate protection to raw
material suppliers, while assuring that
medical implant manufacturers will re-
main liable for damages caused by
their products. It would permit suppli-
ers of biomaterials to be quickly dis-
missed from a lawsuit if they did not
manufacture or sell the implant and if
they met the contract specifications
for the biomaterial.

Mr. President, as my colleagues are
aware, the bill’s provisions do not ex-
tend to suppliers of silicone gel and sil-
icone envelopes used in silicone gel
breast implants.

I want to be quite clear this ‘‘carve-
out’’ as it’s been called, is intended to
have no effect on tort cases related to
breast implants. The question of
whether and to what degree silicone
breast implants are hazardous is a de-
termination that must be made by sci-
entific experts. The question of wheth-
er and to what degree raw material
suppliers are or are not liable is a de-
termination that the courts must
render.

Determining the safety or efficacy of
a medical device is not the function of
the Senate nor the United States Con-
gress. This is not our role and nothing
in this legislation should be construed
otherwise. So, the exemption should
not be interpreted as a judgement
about silicone breast implants.

Our goal in this regard remains sim-
ply to ensure that this legislation
draws no conclusion about and has no
impact upon pending suits.

Finally, I would like to mention that
this exemption should not be consid-
ered an invitation for additional carve-
outs or exemptions for other raw mate-
rial or component part suppliers.

I do not wish to see suppliers, who
trusting in the protections of this act,
return to the medical device manufac-
turing marketplace only to find them-
selves again targeted as deep pockets
in tort actions, and thereby threaten
the supply of life saving products. I ap-
preciate the opportunity to make this
very important point about a bill vital
to public health.

This is an important piece of legisla-
tion and it will make a great difference
to millions of Americans.

Mr. President, I would now like to
enter into a colloquy with the distin-
guished Senator from Wisconsin re-
garding several aspects of this legisla-
tion.

Mr. FEINGOLD. Mr. President, I rise
to express my concern regarding three
provisions of the Biomaterials Access
Assurance Act of 1998. Although I have
broader concerns with the bill includ-
ing federalism issues, consumer protec-
tion issues, and evidentiary issues, I
would like clarification from one of the
sponsors of the bill, Senator MCCAIN,
on three specific points.

First, Section 7(a) the language reads
that only ‘‘after entry of a final judg-
ment in an action by the claimant
against a manufacturer’’ can a claim-

ant attempt to implead a biomaterials
supplier. I am concerned that this
could be interpreted to mean that the
manufacturer must lose the underlying
suit before the claimant may implead
the supplier. Is this correct?

Mr. MCCAIN. No. Although I do not
believe that the situation you pose
could happen very often—specifically
that a supplier could be liable when the
manufacturer is not—the language
should be interpreted to mean that the
claimant could bring a motion to im-
plead the supplier whether or not the
manufacturer is found liable in the un-
derlying case, as long as the judgment
is final.

Mr. FEINGOLD. Second, I am con-
cerned that there would not be a suffi-
cient introduction of evidence dem-
onstrating the liability of the supplier
in the underlying suit against the man-
ufacturer for the court to make an
independent determination that the
supplier was an actual and proximate
cause of the harm for purposes of the
impleader motion as required in Sec-
tions 7(1)(A) and 7(2)(A) of the bill.

Mr. MCCAIN. Under current FDA reg-
ulations and under current tort law,
the manufacturer is responsible for the
entire product they produce, including
defects in the raw materials. Therefore,
the claimant may enter evidence in the
underlying action against the manufac-
turer regarding defect in the biomate-
rials used.

Mr. FEINGOLD. Finally, I am con-
cerned that in a case where the manu-
facturer has gone bankrupt, the claim-
ant will be unable to recover from the
liable party. Does your bill address this
issue?

Mr. MCCAIN. Yes it does. Section
7(a)(2)(B) provides that in a case where
the claimant is unlikely to recover the
full amount of its damages from the
manufacturer, if the other require-
ments of Section 7 are satisfied, the
claimant can bring an action against
the supplier. This covers bankruptcy
and other scenarios where the manu-
facturer cannot satisfy an adverse
judgment.

Mr. FEINGOLD. Senator MCCAIN, I
thank the Senator for addressing my
concerns.

Mr. LIEBERMAN. Mr. President, I
rise in strong support of the bill we are
about to take up and vote upon, the
Biomaterials Access Assurance Act. I
am proud to have co-sponsored the
Senate version of this bill with Senator
MCCAIN. We have worked together on
this bill for a number of years now, and
it is quite gratifying to see it now
about to move toward enactment.

Mr. President, the Biomaterials bill
is the response to a crisis affecting
more than 7 million Americans annu-
ally who rely on implantable life-sav-
ing or life-enhancing medical devices—
things like pacemakers, heart valves,
artificial blood vessels, hydrocephalic
shunts, and hip and knee joints. They
are at risk of losing access to the de-
vices because many companies that
supply the raw materials and compo-
nent parts that go into the devices are
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